


DEPARTMENT OF HEALTH AND HUMAN SERWCES Public Health Servics 

Food and Drug Administration 
Washington, DC 

Greg Hinton 
Vice President, Sales 
Rose Acre Farms 
Post Office Box 1250 
Seymore, Indiana 47274-3850 

Dear Mr. Hinton: 

This is in response to your letter of January 30,2001, in which you requested that the Food 
and Drug Administration (FDA) consider amending the recent reguiation that requires a safe 
handling statement on egg cartons. You requested that FDA allow flexibility,in the placement 
of the label statement. We hope that the following clarifies our position. 

You stated that your company sells millions of dozens of eggs each year, You requested that 
FDA allow the placement of the safe handling statement on the inside of the carton, in 
addition to the principal display panel (PDP) and the information panel. You maintained that 
this flexibility would allow you to comply with this rule and still be able to merchandise your 
product while being in compliance with all other legal requirements for the labeling of eggs. 

With regard to your request for flexibility in placement of the safe. handling statement so that 
you may maintain your merchandising ability, we would like to point out that FDA’s 
regulation in 2 1 CFR 10 1.15 (copy enclosed) requires that any ~fo~ation required on the 
label of foods under the authority of the Federal Food, Drug, and Cosmetic Act must appear 
prominently and conspicuously. The regulation further states th& insufficiency of label space 
for the prominent placing of such required information may result from ,tbe use of label space 
for any word, statement, or design not required to appear on the label. In other words, 
graphics, or other nonmandatory marketing information must not be considered in 
determining sufficiency of label space. FDA concluded &at the requirement for prominence 
and conspicuousness for the safe handling statement is met if-the statement appears on the 
PDP or information panel. Therefore, where there is sufficient spa~e,‘no~ithstandi~ 
graphics and other non-mandatory information, the safe handling statement must appear on the 
PDP or information panel, which are on the outside of the egg carton. 

However, we do recognize that there are many requirements by States and other federal 
agencies such as USDA’s Food Safety and Inspection Service and Agricultural Marketing 
Service for egg labeling that may limit the space on the PDP or information panel of some egg 
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cartons. Thus, we will not to the placement of the required safe hmdling statement 
inside the lid of egg cartons where there is,in~u~~ient space on the PDP 
or information panel for all by State 0; federal laws. 

If you need further information, please let us know. 

Christine&6ewis, Ph.D. 
Director 
O ffke of Nutritional Products, Labeling 

and IXetary Supplements 
Center for Food Safety 

and Applied Nutrition 

Enclosure 



21 CFR Ch. I (4-I-40 Edmon 

merit, or informatI0n to appear on the 
hart or ~atiel of the label whtch Se pre- 
kmted 6r dieplayeb under castom& 
condwon8 of purcm 

(a) The failure of such word. state- .,_ ^. . 
ment, of tnfOrinatio~‘t appear on two 
or ihore wmts or &elf3 of the label, 
eaoh bf ~which has Suff&i#nt ISpaCe 
therefor; and eavh of wh.&h 54s 80 de- 
signed &. to render %t -like29 to be, 
under oustomary c0nditi0m3 of pur- 
oha&e,the part or.panel di!SPWed; 

‘(3) The failure of the label to atend 
over the area of the conWner or lpaok- 
age available for such exten&vn, 80 &8 
to movide+mfficient label ~&ace for the 
pro’inlnent placing of suoh word, S&&e- 
merit, or D3fvrmation; 

(4) Insufficiency of label 5paMI -(for 
the pFOtient prctoing Vf SuGk Word, 
statement, or information) x%8ultirrg 
from the use of label apaoe for any 
word. 8tfStpmeIlt, desfsn, or dwicp; 
which is not required by or under au- 
t&.0&y of the act t0 appear on the 
lsibgl; 

($1 Inso.ffici~nc~ of label sl?aoe (for 
the prominent pIavmg of such Word, 
statement, or information) I resulting 
from the.use of label space t0 give ma- 
terlally greater conspWuotr.sne~ to any 
other word, statement, or informatLon, 
or to any design or dev%e; or 

(61 Smallness or style of tJrpe in 
which such ward, #@emeat. or tnfor- 
mation appears, fneufBcient back- 
ground contrast, obscuring designs or 

vignettes, or f~.Vw&ng with other‘writ 
ten, printed, or graph%3 matter. 

(W No exemption depending on insw 
iEciendy Of label s~we, & prescribed i: 
regulai&oas promulgated under sectio. 
403 (eel or (i) of the act. shall apulY i 
such msuffmienoy is cs&ed by: - - - 

(1) The use of label apace for an: 
word, statement, design. or devic 
which is not required by or under au 
thorfty of the act p appear on th 
h&61; 

(2) me use .of lam space to glv 
greater Oouspiou0usnetS to any worC 
statement or other infvrmation tha: 
is required by section 4OW of the act 
or 

(c)(l) All words, statvments, an 
other information required by or unde 
authority of the a& to appvar on th 
label or labeling shall appear there0 
fa the English language: praaided, h0f.f 
ecw, That in the case of article8 die 
tributed solel.. in the CJommonweaIt 
of Puertc Ric6 or in a Territory wher 
the predominant langu~e is one othe 
than EIiKlish, the PredominaIlt lar 
guagemay be ;rubstlt;ztea for F&&h. 

(2) ti the label obntains any represer 
tation in a foreign language, all word2 
statements, and other information r6 
quired by or under authority of the ac 
to appear on the Mel shall appea 
thereon in the foreign language: Prc 
W&, howsvsr, That individual servim 
&se pa&ages of foods containing n 
more thaii 1% avoirdup0is ouuces or n 
more than 1% f&Id ouxce8 served wit 
meah in restaurants, institutions, an 
tiaaaenger carriers and not intended fc 
ale at retail are 3xempt from the n 
Wrements of this w-agrwh 0.X2), 
the only representation in the fore&z 
Irtaguage(s) is the name of the food. 

(3) If any article of. labeling (vthc 
than a label) contains any represent: 
tton in a foreign language, all word 
statements, and other Snformation r 
q&red by or under authority of the a~ 
to appear on the label or labeling sha 
appear on such article of labeling. 

0 lOl.T& l3I3$n~lingwarning and n 

(2) Self-presswtized containers. (1) Tl 
label of a food packaged in a self-pre 
euriied container and intended to 1 


